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the assay 
Òrst introduced in February 2020 for detection of SARS-CoV-2 only. CDC is providing this advance notice for clinical 
laboratories to have adequate time to select and implement one of the many FDA-authorized alternatives. 


Visit the FDA website for a list of authorized COVID-19 diagnostic methods. For a summary of the performance of 
FDA-authorized molecular methods with an FDA reference panel, visit this page. 


In preparation for this change, CDC recommends clinical laboratories and testing sites that have been using the CDC 
2019-nCoV RT-PCR assay select and begin their transition to another FDA-authorized COVID-19 test. CDC encourages 


laboratories to consider adoption of a multiplexed method (that can facilitate detection and dixerentiation of SARS-CoV-2 
(and/inOuenza viruses) Such assays can facilitate continued testing for both inOuenza and SARS-CoV-2 and can save both 
time and resources as we head into inOuenza season. Laboratories and testing sites should validate and verify their 
selected assay within their facility before beginning clinical testing. 


Opt in to receive updates from the CDC Laboratory Outreach Communication System (LOCS). 
Online resources: 


e FAQ: CDC Distribution of COVID-19 Assays 

Guidance for SARS-CoV-2 Point-of-Care Testing 

e Interim Guidance for SARS-CoV-2 Antigen Testing 

e Interim Guidelines for Collecting, Handling, and Testing Clinical Specimens for COVID-19 
e Frequently Asked Questions about COVID-19 for Laboratories 

e Information for Laboratories about COVID-19 

e CDC COVID-19 Website 

e Clinical Laboratory COVID-19 Response Weekly Calls 

e CDC Laboratory Outreach Communication System (LOCS) 


If you have any questions, please contact us at LOCS@cdc.gov. 
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